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STATEMENT OF NO DATA CONFIDENTIALITY CLAIMS 


Mo claim o£ con^idexi'tiali'bY is made for any informa-tion con¬ 
tained in this study on the basis of its falling within the 
scope of FIFRA §10 (d) ( 1) (A), (B), or (C). 

Company: CIBA-GEICY Corporation (Typed Name) 

Company Agent: Thomas Parshley __ (Typed Name) 

Titles Senior Reg. Specialist 

Signature: __ Date: _ 


These data are the property of the Agricultural Division of 
CIBA-GEIGY Corporation, and as such, are considered to be 
confidential^ for all purposes other than compliance with 
FIFRA §10. Submission of these'data in compliance with FIFRA 
does not constitute a waiver of any right to confidentiality 
which may exist under any other statute or in any other 
country. 


PM3006899687 
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ToxiGenics, Inc., is no longer in business. Therefore, a 
GLP statement cannot be obtained from a study director or 
laboratory management. The attached page from the report 
on this study indicates that the study was conducted under 
FDA Good Laboratory Practice Regulations (21 CFR 58), 



This study does not meet the requirements for 40 CFR 
Part 160 (see above). 



F403SW09a3MT.2 


PM3006899688 

Source; https://www.industrydocuments.ucsf.edu/docs/nzkx0001 
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Study No. 420-0789 

Page 2 of 18 Pages 

All work relating to this study was done in conformity with 
the PDA - Good Laboratory Practice Regulations (21 CFR 58). 


The study was inspected by a Quality Assurance Specialist on 
the dates shown below, Management, including the study Director, 
was informed of the results of these inspections on the dates 
shown if any problems were found. 

The data in the report ware compared with the raw data and 
are in agreement. The report and study file were examined to 
assure that if any problems were found during Quality Assurance 
inspections they were corrected and, if necessary, their effect 
on the study documented. 


1. On-Site Inspection - conducted October 23, 1981. 


2. Final Data Inspection and Report Audit - conducted 
November 16, 1S81; reported to Management, including the Study 
Director, November 16, 1931^ | 






Bernard R, SzyszkoV*BMA., M.T. 
Supervisor, Quality Assurance 




ate 


The. raw data relating to this study are stored at 
ToxiGenics, Inc. Storage is as per GLP Guidelines and may 
include volume reduction by conversion to certified microform. 

Date of Report: November 17, 1931 



ToxiGenics 

A Subsidiarv ot WhittaKef C.'conation 

PM3006899689 


Source; https://www.industrydocuments.ucsf.edu/docs/nzkx0001 
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Certification of Availability of Raw Data 

I heretoy certify that the submitter possesses or has access to 
the raw data used in or generated by the study summarized in 
this document. 


Submitter's Representative: 
Signature/Date; 

Typed Name: 

Title: 



Certification of Accuracy of Sxnnmarv and Adequacy of the Study 

I certify, in compliance with FIFRA section 4(e)(1)(A), that 
this summary accurately represents the data presented in the 
report(s) of this study cited by MRID, and that this study fully 
satisfies all pertinent requirements of the OPP Guideline it 
addresses. 


Submitter's Representative: 

Typed Name: _ 


Signature/Date: 


Title: 


Merrill Ti 


_ 


Toxicologist 


R406MT0628MG 


PM3006899690 
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Subdivision F 
Guideline Ref. Ko. 81*3 
December 24 ,1989 



Sl>3 AcbIb IVidd^ m the Rnt 

AOCZFTANCE OtllERlA 
Dofli yaat autf meet the iAnriag mixim n at cdieriaf 

1. _Tedmicil tbim of tbe active ingredieDt tested, (fiir reregutiauoa only) 

2. Y I*rodfla is a gas, a solid wbicb may prodooe a significant vapor hazard based on loaicity and 

me ot cootains panicles of inhalable size for man (aerodynamic diameter IS um or 

less), 

3. * Y At least 5 yonng adntt nate/gnnip 

4. * Y Dosing, at least 4 hones by inhalation. 

5. * y/ N CbMmber air flow dyaamic, at least 10 air changea/hour. at least 19% oay^n contenL 

6. Y/ w Chamber temperature. 22* C (±2'^, relative humidity 40-60%. 

7. Y ' Monitor rate of air flow 

8. _ Y_ Monitor acmai ooRceatrations of test matertal in breathing zone. 

9. Y Moiuiur aerodynamic parade size for aerosois. 

10. N Doses tested, sufficieni to determine a undcity caugoiy or a limti dose (S mg/L aauai 

ooneentradOD of respirable substance). 

11. Y Individual observations at least once a day. 

12. Y Observation period to last at least 14 days, or until all test animals appear normal whichever 

is longer. 

13. Y Individual daily observations. 

14. * V Individual body weights. 

15. * Y Gross necrop^ on all animals. 


Ctiteha with a * ate supplemaul and may not be required tor every study. 

C-flS 


i 

PM3006899691 

Source; https://www.industrydocuments.ucsf.edu/docs/nzkx0001 
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identificatton of test material 


Chemir:al Name 
CAS Name: 


N-(2-Chloro-6“fluorobenzyl)- 
N-ethyl-a,a,a,-trifiuoro-2,6- 
dinitro-g-toluidine 

or 


Common Name: 

Trade Name: 

CIBA-GEIGY Code Number: 
CAS Registry Number; 

EPA Shaughnessy Number; 
Chemical Structure: 


2-Chloro-K-[2,6-dinitro-4- 
(trifluoromethyl)phenyl]-N- 
ethyl-6-fluorobenzenemethanamine 

Fliimetralin 

Prime +® 

CGA-41065 

62924-70-3 

Unknown 




Percent Active Ingredient 

Prime +©; 15.0% (Inert, 85.0%) 


Identity and Composition of Impurities 
Not required for formulated product 


PM3006899692 


Source; https://www.industrydocuments.ucsf.edu/docs/nzkx0001 
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Prinie+: 81-3: Acute Inhalation Toxicity in the Rat 


1. The test article was Prime+ (CGA-41065 15E), a clear orange 
liquid, FL-810737. 


2. In this study, when the test material was generated as an 

aerosol, it contained particles of inhalable size for humans, 
i.e., less than 15 pm. 


3. Five male and five female albino rats (CRL;CD(SD)BR) were 
tested at one test dose level. A second group of five male 
and five female rats was tested concurrently as an untreated 
cont r o1 g roup. 

4. The duration of exposure was four continuous hours for each 
inhalation exposure group. 


5. The dynamic air flow through the exposure chambers provided 
approximately 8.5 and 6.3 air changes per hour for the test 
and untreated control groups, respectively. Oxygen content 
was not assessed. 


6. Chamber temperatures were assessed every 30 minutes during 
the exposure periods for the test and untreated control 
groups. For the test group, chamber temperature ranged from 
20.6 to 21.7“C. For the untreated control group, temperature 
ranged from 21.1 to 22.8°C. Relative humidity for the 
untreated control inhalation exposure ranged from 30% to 33%. 
Relative humidity for the test exposure was not assessed. 

7. Air flow in each test chamber averaged 70.7 liters/minute for 
the test group and 52.1 liters/minute for the untreated con¬ 
trol group. 

8. The analytical concentration of the test material in the 
breathing zone of the exposure atmosphere of the test group 
was assessed four times during the exposure period. The 
time-weighted average concentration of the test material was 
2.36 mg/1. 


PM3006899693 


Source; https://www.industrydocuments.ucsf.edu/docs/nzkx0001 



9. 
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Concentration 

(mq/l) 


Mass 

Median 

Diameter 


Geometric 

Standard 

Deviation 


Percent 

Less than/Equal to 
1.0 micron 


2.36 


1.51, 1.52^ 1.55, 1.55^ 


14.5, 13.0^ 


^Two samples for each parameter 



Number 

Dead/Number 

Treated 

Group 

Males 

Females 

Overall 

Test 

0/5 

0/5 

0/10 

Untreated Control 

0/5 

0/5 

0/10 

Test Article LC 50 (mg/l) 

>2.36 

>2.36 

>2.36 


11. Observations for pharmacological and/or toxicological effects 
and mortality were recorded at least every 15 minutes during 
the first hour of exposure and at least every 30 minutes for 
the remaining three hours. Observations of poor coat qual¬ 
ity, yellow/brown stained fur, crusty nose, nasal discharge, 
damp fur, and irregular breathing were noted in test group 
animals on the day of exposure. No reactions were observed 
in the untreated control animals. 


12. Individual observations were made at least twice daily for 
14 days following the exposure period. Animals in the test 
group exhibited yellow/brown stained fur, poor coat quality, 
and damp fur. 


13. See Items 11 and 12. 


14. _ Body Weights (g) (Mean/Nurnber Alive) 

_Males_ _Females 


Group 

Initial 

Day 7 

Dav 14 

Initial 

Day 7 

Day 14 

Test 

265/5 

289/5 

323/5 

220/5 

230/5 

239/5 

Untreated 

Control 

276/5 

323/5 

352/5 

215/5 

230/5 

239/5 


15. A gross necropsy examination was conducted on all animals at 
study termination. No treatment-related abnormalities were 
observed in any animal in either group. 


PM3006899694 


Source; https://www.industrydocuments.ucsf.edu/docs/nzkx0001 
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16. There were no significant changes from the Acceptance 

Criteria in this study. Four deviations from the Acceptance 
Criteria are noted. Under Item 5, there were fewer than ten 
air changes per hour in the two exposure sequences, and the 
oxygen content was not assessed. Under Item 6, relative 
humidity was not measured for the test group. These devia¬ 
tions are considered to be insignificant because there were 
no indications that the correct bioloading for the chambers 
had been exceeded. The air flow was adequate for the chamber 
size and limited number of animals, as evidenced by negli¬ 
gible rise in temperature in each of the three exposure 
sequences. Under Item 10, the limit dose, 5 mg/1, was not 
tested. The material was tested at a concentration of 
2,36 mg/1; approximately 14% of the particles were si pm and 
approximately 44% were <2 pm. This deviation is not consid¬ 
ered to be significant because under these test conditions 
there were no significant toxicological effects. The test 
material in this study was the end-use product and the pur¬ 
pose for this study was to assign a toxicity category for 
labeling. Most likely, conducting a study with 25% of the 
particles <1 pm or at a concentration of 5 mg/l would not 
change this category from III to II. It is noted again that 
the test article was the formulated product rather than the 
technical material. The report of an acute inhalation toxic¬ 
ity study with the technical material (MRID 00094002) is also 
summarized in this Phase 3 submission. 


GILLIS:R511SW0921JG/MT 


PM3006899695 


Source; https://www.industrydocuments.ucsf.edu/docs/nzkx0001 




